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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 14 May 
2009 has been entered. 

Claim Objections 

2. Claim 9 is objected to because of the following informalities: Applicant recites "A 
closure according to claim 1 , wherein the connector , one of said face and end 
surface" [formatting altered for emphasis]. However, this does not appear to be a 
grammatically correct sentence. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claim 1 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in 
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the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. 

Regarding Claim 1, Applicant recites the limitation "...such that when a tubular 
member extends through the passage slit the tubular member will not stretch or deform 
the closure member". However, express support for this limitation in Applicant's detailed 
disclosure as originally filed could not be found. Paragraph 6 of Applicant's detailed 
disclosure recites "[b]y providing a slit as explained above, the risk of improper 
alignment of the catheter or stent system and the closure is reduced thereby also the 
risk of the catheter or stent system stretching/deforming the closure to such an extent in 
the area of the slit that a gap is created between the outer wall of the catheter or stent 
system and the closure". Furthermore, Paragraph 10 recites "[i]n a preferred 
embodiment, the closure member is made from a resilient material which is adapted to 
deform in the area of the protrusion/indentation when the face of the resilient closure 
and the end surface of the main section are biased towards each other". There is 
nothing to suggest that the disclosed and claimed closure member is configured such 
that it will not deform when a tubular member is passed through the slit. Appropriate 
correction is required. Additionally, Claim 1 recites the limitation "the walls of the 
tapered core section do not contact the walls of the longitudinal passage of the 
connector when the closure member is not engaged by the tubular member". However, 
express support for this limitation in Applicant's detailed disclosure as originally filed 
could not be found. This limitation appears to be based on the supplied figures, however 
these figures are not in sufficient detail as to clearly demonstrate that no portion of the 
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tapered core section contacts the walls of the longitudinal passageway prior to insertion 
of the tubular member. Appropriate correction is required. 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 1,9, 10, and 16 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Regarding Claim 1 , Applicant recites the limitation "the passage slit having a 
larger extent at the second surface than the first surface such that the smaller 
extend of the passage slit is positioned in the concave portion at the second 
surface and a larger extent of the passage slit is associated with the tapered core 
section on the first surface " [formatting altered for emphasis]. It is not clear how the 
device could simultaneously have a "larger extent at the second surface than the first 
surface" and the smaller extent being associated with the concave portion of the second 
surface and the larger extent being associated with the tapered core section of the first 
section. These two qualities of the passage slit appear to be mutually exclusive from 
one another. Appropriate correction is required. 

Regarding Claim 9, Applicant recites the limitation "one of said face and end 
surface". However, this limitation renders the claim indefinite as no "face" has been 
previously introduced, nor is immediate clear two what "end surface" Applicant refers. 
Appropriate correction is required. 
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Regarding Claim 10, Claim 10 is listed as "Previously Presented". However, this 
claim depends from Claim 8 which is listed by Applicant as being "Cancelled". As such, 
it is not clear what limitation(s) are required by Claim 10. Appropriate correction is 
required. 

Regarding Claim 16, Applicant recites the limitation " the passage slit having a 
larger extent at the first surface than the second surface such that the smaller 
extent of the passage slit is positioned in the tapered core section at the first 
surface and a larger extent of the passage is associated with the concave portion " 

[formatting altered for emphasis]. However, this limitation renders the claims indefinite 
as it is not clear how the device might simultaneously have a larger and smaller extent 
at the first surface as compared to the second surface. These two qualities of the 
passage slit appear to be mutually exclusive from one another. Appropriate correction is 
required. Additionally, Claim 16 recites a limitation drawn towards a "catheter". 
However, no such catheter is previously introduced within the body of the claim. 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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8. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1 966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

9. Claims 1-5 and 11-16 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US Patent No. 5,199,948 ("McPhee") in view of US Patent No. 5,149,327 
("Oshiyama"). 

Regarding Claims 1-4, 11, and 1 6, McPhee discloses a closure (15) for a valve of 
a connector of a haemostatic valve (Fig. 1 ). McPhee discloses the connector to 
comprise a longitudinally extending main section (13) having a longitudinally extending, 
through going passage (21 ) with a valve at a proximal end of the connector (1 1 ). 
McPhee discloses the closure to comprise a closure member (15) made from a resilient 
material (Col. 3, Ln. 31-32) having first and second opposite end surfaces (Fig. 2). 
McPhee discloses the first surface to comprise a tapered core section (27 and 31 ) 
which extends into a longitudinal passage of the connector (Fig. 1). McPhee discloses 
the second surface comprises a concave portion (35) which is adapted to be engaged 
by a tubular member which is configured to extend through the closure member (Fig. 5). 
McPhee discloses that the tapered core section of the first surface is tapered along the 
entire length of the tapered core section which is positioned in the longitudinal passage 
of the connector, such that its diameter is larger at the proximal extent as compared to 
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the distal extent (Fig. 2). In the instant case the phrase "tapered" is afforded its broadest 
reasonable interpretation as "to become smaller or thinner towards one end" or "to 
become progressive smaller towards one end". As can be clearly seen with respect to 
the tapered core section (27 and 31 ) of the device of McPhee the entire portion is 
shown becoming smaller and thinner, particularly as compared to the enlarged portion 
(29). However, should this argument not be found persuasive, Examiner submits that 
the tapered core section could refer solely to the section (31). McPhee discloses that 
the longitudinal passage includes ribs (25) which prevent contact between the walls of 
the longitudinal passage (24) from contacting the walls of the tapered core section (Fig. 
3) when the closure member is not engaged by the tubular member. Alternatively, 
should the tapered core section be interpreted to comprise only the section (31), as is 
clearly seen in Figure 1 the tapered walls of the core section do not contact the walls of 
the longitudinal passage. McPhee discloses the device to include a passage slit (33) 
being normally closed and extending between the two end surfaces. McPhee discloses 
that the passage slit is arranged to open by the tubular member which is configured to 
extend therethrough (Fig. 5). 

McPhee fails to explicitly disclose that the passage slit has a larger extent at the 
first surface as compared to the extent at the second surface. However, Oshiyama 
discloses a closure (10A) for a valve of a connector of a hemostatic valve assembly 
(20). Oshiyama discloses the closure to comprise a second surface (1 1 ) and a first 
surface (12) and having a passage slit (13Aand 14A in combination), the passage slit 
being normally closed and arranged by the tubular member inserted therethrough. 
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Oshiyama discloses that the passage is configured such that the smaller extent (15A 
and 17A) is positioned on the second surface and the larger extent (16A and 18A) is 
associated with the first surface (Fig. 2). Oshiyama discloses that instead of a single slit, 
a plurality of passage slits (13A and 14A). Oshiyama discloses that these slits intersect 
to form a first, common point of contact on the first surface and extend radially 
outwardly from the point of contact at the first surface (Figure 2). Similarly the slits 
define a second, common point of contact on the second surface. 

While Oshiyama does disclose the egress of the slit to be larger than the ingress, 
Oshiyama fails to explicitly disclose that the ingress should be at most 1/1 0 th the length 
of the egress. However, as Applicant has failed to explicitly disclose that this particular 
ratio solves any expressly stated problem or is anything more than one of the numerous 
configurations for the passage slit one having ordinary skill in the art at the time the 
invention was made would have found obvious to use, it would have been obvious for 
one having ordinary skill in the art at the time the invention was made to form the 
ingress to be at most 1/1 0 th the length of the egress, since it has been held that 
determining the workable or optimum range of a result effective variable requires only 
routine and customary skill in the art. 

Oshiyama discloses that the closure member may be used by inserting a tubular 
member from the ingress of the second face (1 1 ) through the egress of the first face 
(12) whereby the structure of the passage slit will inherently serve as a guide to force 
the tubular member into a particular angular alignment with respect to the closure 
member (Col. 7, Ln. 43-49). Oshiyama discloses that such an insertion from the second 
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face to the first face allows even a thick tubular member to be easily inserted 
therethrough (Col. 4, Ln. 16-20). It would have been obvious for one having ordinary 
skill in the art at the time the invention was made to form the passage slit of the device 
of McPhee to have a smaller extent at the second surface ingress and a larger extend 
at the first surface egress, as disclosed by Oshiyama, in order to allow easy insertion of 
thicker tubular members without placing excessive stress and strain on the valve. 

While neither McPhee nor Oshiyama disclose that the passage slit is formed 
such that the closure member will not stretch or deform under insertion of the closure 
member, Examiner submits that the stretching and deformation is as much a product of 
the tubular member as it is the structure of the closure member. It is inherent that there 
exists a tubular member having a sufficiently small diameter such that the closure 
member does not deform upon its insertion into the passage slit. Furthermore, it is 
noted that the closure member of the modified invention of McPhee possesses the 
same claimed tapering of the seal and passage slit and would be expected to behave in 
a similar manner as Applicant's invention. 

Regarding Claim 5, McPhee discloses that the first end surface and at least a 
portion of the second end surface (35a) define two substantially parallel planes (Fig. 1), 
and wherein an axis extending between the first and second common point of contact, 
as modified in view of Oshiyama, is substantially perpendicular to the two planes. 

Regarding Claim 12, McPhee discloses the valve with the closure to be arranged 
near a proximal end of the connector (Fig. 1). 
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Regarding Claim 13, McPhee discloses that the second surface of the closure 
member is oriented to face the proximal end of the connector (Fig. 1). 

Regarding Claims 14 and 15, while McPhee does disclose that in one 
embodiment of the invention the connector may include a side arm (75), McPhee fails to 
disclose that the side arm should be provided with side arm tubing having a stop cock 
for connection thereto. However, Oshiyama discloses a hemostatic assembly (50) 
having a connector (20) and a resilient closure member (23). Oshiyama discloses the 
connector to have a side arm (27) including side arm tubing (51) connected thereto and 
terminating in a stopcock (52) at the opposite end. Oshiyama discloses that such a 
configuration may be used to introduce liquid medicaments or collect blood. It would 
have been obvious for one having ordinary skill in the art at the time the invention was 
made to form the connector of the device of McPhee having a side arm and associated 
side arm tubing and stopcock, as disclosed by Oshiyama, in order to allow the infusion 
of fluid medicaments of the sampling of blood. 

10. Claims 9 and 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
US Patent No. 5,199,948 ("McPhee") and US Patent No. 5,149,327 ("Oshiyama") as 
applied to Claim 1 above, and further in view of US Patent No. 5,1 14,408 
("Fleischhaker"). 

Regarding Claims 9 and 10, McPhee discloses that a face (generally the first 
surface) of the closure abuts a proximal end surface (37) of the main section of the 
connector. However, McPhee fails to disclose that one of the face and the end surface 
should be provided with an integral protrusion corresponding to an indentation provided 
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in the other of the face and the end surface. However, Fleischhaker discloses a similar 
hemostatic assembly (Fig. 1) comprising a connector (1) and a closure member (6). 
Fleischhaker discloses that a face of the closure member abuts the proximal end 
surface of the connector. To secure this abutment Fleischhaker discloses providing the 
proximal end face of the connector with integral protrusions/ribs (16) that correspond to 
indentations on the face of the abutting closure member, thereby forming a liquid tight 
periphery, holding the closure member in place. While in the instant case Fleischhaker 
discloses the protrusions to be integral with the connector, not the closure member, it 
would have been obvious for one having ordinary skill in the art at the time the invention 
was made to form the protrusions to be integral with the closure member, corresponding 
to receiving openings on the connector, since it has been held that the mere reversal of 
the essential working parts of an invention requires only routine and customary skill in 
the art. Fleischhaker discloses that the closure member is formed of a resilient material 
which is adapted to deform in the area of the protrusion and the indentation so as to 
provide a liquid tight seal about the outer periphery at a passage at the proximal end of 
the connector (Fig. 1). Such interference fit relationships are well-known in the art of 
fluid handling devices, whereby the interference and deformation results in an improved 
fluid seal. As such, it would have been obvious for one having ordinary skill in the art at 
the time the invention was made to provide the proximal end surface of the closure 
member and the face of the closure member of the device of McPhee with a indentation 
and protrusion, as disclosed by Fleischhaker, as to permit the resilient closure member 
to deform about the area of the protrusion and the indentation when the face and end 
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surface are biased towards each other in order to provide a liquid tight seal about the 
outer periphery of the longitudinal passage at a proximal end thereof. 



Response to Arguments 

1 1 . Applicant's arguments filed 14 May 2009 have been fully considered but they are 
not persuasive. 

Applicant argues that the cited references fail to disclose the claimed passage slit 
having a larger extent at the first surface as compared to the first surface such that the 
closure member will not stretch or deform when a tubular member is inserted 
therethrough. However, this is not found to be persuasive. The invention of Oshiyama 
discloses a closure member having passage slit with a larger egress than ingress, such 
that the larger extent of the closure member is associated with the first surface and the 
smaller extent of the closure member is associated with the second surface. Oshiyama 
discloses that such a configuration improves the manner in which larger tubular 
members may be inserted, whereby the egress opens up more easily. While Oshiyama 
fails to explicitly disclose that the passage slit is such that a tubular member inserted 
therethrough will not stretch or deform the closure member, this relationship is held to 
generally be alluded to by Oshiyama disclosure of increasing the ease with which 
larger, thicker members may be inserted through. Furthermore, it is held that there 
inherently exists a tubular member that may be inserted through the seal such that no 
deformation of the closure member occurs. Additionally, it is held that Applicant's 
original disclosure does not possess support for such a claimed relationship and in fact 
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the closure member of Applicant's invention does indeed deform due to the presence of 
a tubular member inserted into the passage slit (see Fig. 4). 

Applicant argues that the cited references fail to disclose a closure member that 
is tapered along the entire length of the tapered core section which is positioned in the 
longitudinal passage of the connector. However, this is not found to be persuasive. As 
discussed above, in the instant case the phrase "tapered" is afforded its broadest 
reasonable interpretation as "to become smaller or thinner towards one end" or "to 
become progressive smaller towards one end". As can be clearly seen with respect to 
the tapered core section (27 and 31 ) of the device of McPhee the entire portion is 
shown becoming smaller and thinner, particularly as compared to the enlarged portion 
(29). However, should this argument not be found persuasive, Examiner submits that 
the tapered core section could refer solely to the section (31 ). 

Applicant argues that McPhee's disclosure of ribs teaches away from the 
limitation that the walls of the tapered core section do not contact the walls of the 
longitudinal passage when the closure member is not engaged by the tubular member. 
In the instant case it is held that the ribs do not constitute the walls of the longitudinal 
passage. As can be seen in Fig. 3 of the McPhee reference the walls of the tapered 
core section do not contact the walls of the longitudinal passage, only the ribs. 
Furthermore, Examiner submits that the surface (31) may be considered the tapered 
core section, in which case the device is illustrated such that not even the ribs contact 
this surface (Fig. 1). Finally, it is not immediately clear if Applicant's originally filed 
disclosure even possesses the support for such a limitation. 
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In response to Applicant's arguments against the references individually, one 
cannot show nonobviousness by attacking references individually where the rejections 
are based on combinations of references. See In re Keller, 642 F.2d 413, 208 
USPQ 871 (CCPA 1981); In re Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 
1986). 

Applicant argues that the reversal of the components [the indentation and the 
projection] of the components of Fleishchhaker is not merely a matter of design choice, 
but changes the operability and effectiveness of the disclosed valve design. However, 
this is not found to be persuasive. It has been held that the mere reversal of the 
essential working parts of an invention requires only routine and customary skill in the 
art. As such, such a modification would have been obvious to try with respect to the 
invention of Fleishchhaker, particularly as the reversal of the indentation and the 
projection will still result in a valid securement mechanism. Furthermore, Fleishchhaker 
does indeed disclose the closure member to comprise a face that is biased towards the 
proximal end surface connector, particularly by use of the cap means (2) which is held 
to compress the closure member and the connector, deforming the closure member and 
creating a fluid tight seal about the periphery. 

Applicant argues that there is no teaching, suggestion, or motivation to combine 
the teachings of McPhee, Oshiyama, and Fleishchhaker. However, this is not found to 
be persuasive. Examiner recognizes that obviousness can only be established by 
combining or modifying the teachings of the prior art to produce the claimed invention 
where there is some teaching, suggestion, or motivation to do so found either in the 
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references themselves or in the knowledge generally available to one of ordinary skill in 
the art. See In re Fine, 837 F.2d 1071 , 5 USPQ2d 1596 (Fed. Cir. 1988) and In re 
Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, the motivation to 
combine can be found within the references themselves. In the instant case it would 
have been obvious to replace the generic slit of McPhee with one of the type of 
Oshiyama to improve the insertion of larger diameter tubular bodies therethrough. The 
motivation to combine the teachings of Fleischhaker and McPhee resides in the benefits 
or more securely disposing the closure member within the connector to prevent 
movement therebetween improving the fluid tight seal. 



Conclusion 

12. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to WILLIAM CARPENTER whose telephone number is 
(571)270-3637. The examiner can normally be reached on Monday through Thursday 
from 7:00AM-4:00PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571) 272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/William Carpenter/ 
Examiner, Art Unit 3767 
07/07/2009 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



